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Fl orida Senate - 2007 PROPOSED COWM TTEE SUBSTI TUTE

Bill No. SB 2496

Bar code 631862 Comm RCS 04/10/2007 10:17 PM

587-2299- 07

Proposed Conmittee Substitute by the Conmittee on Health

Pol i1 cy

A bill to be entitled

An act relating to stemcell research; creating
s. 381.99, F.S.; providing a short title;
providing definitions; creating the Stem Cel
Research Advi sory Council and Bionedi cal Ethics
Advi sory Council w thin the Departnent of
Heal t h; providing for nmenbership and terns;
providing duties and responsibilities;
requiring the Secretary of Health to nmake
grants-in-aid fromthe Bionmedi cal Research
Trust Fund for stemcell research; providing
requi renents relating to applications for and
awar ds of such grants-in-aid; providing
specifications for noneys to be nade avail abl e
fromthe trust fund for stemcell research
grants-in-aid; providing restrictions and
requi renents for uses of funds from such
grants-in-aid; providing an appropriation;
amending s. 20.435, F.S.; revising references;
amending s. 381.86, F.S.; providing an
exception to the Institutional Review Board for
the Stem Cell Research Advisory Council and
Bi omedi cal Ethics Advisory Council; requiring
t he Department of Health to prepare and
di stribute a publication regardi ng the process,
options, nedical uses, risks, and benefits of
unbi lical cord bl ood collection; providing an

effecti ve date.

Be It Enacted by the Legislature of the State of Florida:
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Section 1. Section 381.99, Florida Statutes, is
created to read

381.99 Florida Hope Ofered through Principled,

Ethically Sound Stem Cell Research Act.--

(1) SHORT TITLE.--This section may be cited as the

Fl ori da Hope O fered through Principled, Ethically Sound Stem

Cell Research Act."

(2) DEFINITIONS.--As used in this section, the term

(a) "Adult stemcell"” nmeans a cell found wi thin

differentiated tissue or an organ which can renew itself and

give rise to the major cell types of the tissue or organ. This

includes cells fromthe fetal to adult stages of devel opnent.

(b) "Amiotic stemcell"” nmeans a cell extracted from

hunan ammiotic fluid or a placenta.

(c) "Enbryonic stemcell" neans a cell obtained from

the undifferentiated inner nass of an early stage enbryo.

(d) "Stemcell" nmeans a cell that retains the

potential to generate sone or all other cell types.

(3) STEM CELL RESEARCH ADVI SORY COUNCIL.--There is

created the Stem Cell Research Advisory Council within the

Departnent of Heal th.

(a)l. The advisory council shall consist of the

Secretary of Health or his or her designee, who shall act as

chair, and six additional nenmbers, who shall be appointed as

foll ows:

a. Two persons appointed by the Governor, one of whom

shall be an acadenic researcher in the field of stemcel

research and one of whom shall have a background in bioethics.

b. One person appointed by the President of the

Senate, who shall have a background in private-sector stem

cell funding and devel opment or public-sector bionedica
2
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research and fundi ng.

C. One person appointed by the Speaker of the House of

Representatives, who shall have a background in private-sector

stem cell funding and devel opment or public-sector bionedica

research and fundi ng.

d. One person appointed by the President of the

Senat e, who shall have a background and experience in

public-sector or private-sector stemcell research and

devel opnent.

€. One person appointed by the Speaker of the House of

Representatives, who shall be an executive of a biotech

conpany, or his or her designee.

2. Each nmenber shall be appointed to a termof 2 years

commenci ng on COctober 1, 2007. A nenber may not serve for npre

than two consecutive 2-year terns; however, for the purpose of

provi ding staggered terns, of the initial appointnments, three

nenbers shall be appointed to 1-year terns _and three nmenbers

shall be appointed to 2-year terns. Any vacancy on the

advi sory council shall be filled in the same manner as the

original appointnment. Al initial appointnents shall be made

by Cctober 1, 2007. The first neeting shall take place no

| ater than Novenmber 1, 2007. Al neetings are subject to the

call of the chair. Menbers shall neet at |east twice a year or

as often as necessary to discharge their duties but nmay not

hold nmore than four neetings during any 12-nonth period.

Menbers shall serve wi thout conpensation but are entitled to

rei nbursenent for per diemand travel expenses in accordance

with s. 112. 061.

(b) The advisory council shall

1. Devel op a donated funds programfor recommendation

to the Secretary of Health to encourage the devel opnent of
3
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funds other than state appropriations for hunman adult stem

cell research in the state.

2. Exanmne and identify specific ways to inprove and

pronbte for-profit and not-for-profit human adult stem cel

and related research in the state, including, but not limted

to, identifying sources of public and private funding for such

research, maintaining existing hunman adult stemcell-rel ated

busi nesses, recruiting new hunan adult stemcell-rel ated

busi nesses to the state, and recruiting scientists and

researchers in such fields to the state and state

uni versities.

3. Develop a bionedical research grant programfor

reconmendation to the Secretary of Health which shall provide

grants-in-aid to eligible state institutions for the

advancenent of human adult stemcell research

4. Develop, no |later than Decenber 1, 2007, an

application for grants-in-aid under this section for

recomendation to the Secretary of Health for the purpose of

conducting human adult stemcell research

5. Review applications fromeligible institutions for

grants-in-aid on and after Decenber 1, 2007, and provide to

the Secretary of Health recommendati ons for grant awards.

6. Reviewthe stemcell research conducted by eliqgible

institutions that receive such grants-in-aid.

(c) The advisory council shall submt an annua

progress report on the status of bionedical research in the

state to the Florida Center for Universal Research to

Er adi cate Di sease and to the Governor, the Secretary of

Health, the President of the Senate, and the Speaker of the

House of Representatives by June 30. The report must include:

1. The ampunt of grants-in-aid awarded to eliqgible
4
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institutions fromthe Bi onedi cal Research Trust Fund.

2. The nanes of the recipients of such grants-in-aid.

3. The current status and progress of stem cel

research in the state.

4. A list of research projects supported by

grants-in-aid awarded under the program

5. A list of publications in peer-reviewed journals

i nvol ving research supported by grants-in-aid awarded under

t he program

6. The total anmpunt of bionedical research funding

currently flowing into the state.

7. New grants for bionmedical research which were

funded based on research supported by grants-in-aid awarded

under the program

8. Al other materials that the advisory counci

consi ders advi sable to include.

(d) Advisory council nenbers shall disclose any

conflict of interest or potential conflict of interest to the

Secretary of Health.

(e) The Departnment of Health shall provide

administrative staff to assist the advisory council in

devel oping the application for the grants-in-aid, review ng

the applications, preparing the witten consent form described

in paragraph (6)(b), and perform ng other adm nistrative

functions as the advisory council requires.

(4) BIQOVEDI CAL ETHI CS ADVI SORY COUNCIL.--There is

created within the Departnent of Health the Bi onedi cal Ethics

Advi sory Council.

(a)l. The advisory council shall consist of the

Secretary of Health or his or her designee, who shall act as

chair, and six additional nenbers, who shall be appointed as
5
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foll ows:

a. Two persons appointed by the Governor

b. One person appointed by the President of the

Senat e.

C. One person appointed by the Speaker of the House of

Represent ati ves.

d. One person appointed by the Mnority Leader of the

Senat e.

€. One person appointed by the Mnority Leader of the

House of Representatives.

2. Al nmenbers nust denonstrate know edge and

understandi ng of the ethical, nedical, and scientific

inplications of stemcell research and should al so denpbnstrate

know edge of related fields, including, but not limted to,

genetics, cellular biology, and enbryol ogy. Each nenber shal

be appointed to a termof 4 yvears commenci ng on October 1,

2007; however, for the purpose of providing staggered terns,

of the initial appointnents, three nenbers shall be appointed

to 2-year terns _and three nenbers shall be appointed to 4-vyear

terns. A nenber nmy not serve for nore than two consecutive

terns. Any vacancy on the advisory council shall be filled in

the same manner _as the original appointnment. Al initia

appoi ntnents shall be nade by COctober 1, 2007. The first

neeting shall take place no |ater than Novenber 1, 2007. Al

neetings are subject to the call of the chair. Menbers shal

neet at |least twice a year or _as often as necessary to

di scharge their duties but may not hold nore than one neeting

per month during any 12-npbnth period. Menbers shall serve

wi t hout conpensation but are entitled to rei nbursenent for per

diem and travel expenses in accordance with s. 112.061

(b) The advisory council shall review all stem cel
6
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research that is funded or supported in any manner through the

Bi onedi cal Research Trust Fund to ensure the adherence to

ethical and safety guidelines and procedures as set forth by

federal ethical standards established by the United States

Departnent of Health and Hunmn Servi ces.
(5) Bl OVEDI CAL RESEARCH TRUST FUND AND
GRANTS- I N-AID. - -

(a) The Secretary of Health shall nmke grants-in-aid

fromthe Bionedical Research Trust Fund in accordance with the

provisions of this section.

(b) The Departnent of Health shall require any

applicant for a grant-in-aid under this section, for the

pur pose of conducting stemcell research, to submt a conplete

description of the applicant's organi zation, the applicant's

plans for stemcell research, the applicant's proposed funding

for such research fromsources other than the state, and the

applicant's proposed arrangenents concerning financia

benefits to the state as a result of any patent, royalty

paynent, or simlar right resulting fromany stem cel

research made possible by the awarding of the grant-in-aid.

The Stem Cell Research Advisory Council shall provide

recommendations to the Secretary of Health with respect to

awar di ng such grants-in-aid after considering the

recommendati ons of the Bionmedical Ethics Advisory Council

(c) Beginning with the 2007-2008 fiscal year, and for

10 consecutive vears thereafter, not less than $20 nillion

shall be nmade avail able annually fromthe Bi onedi cal Research

Trust Fund within the Departnment of Health for grants-in-aid

to eligible institutions for the purpose of conducting adult

stemcell research pursuant to this section. Up to 15 percent

of the funds may be used for adninistrative costs. Any
7
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unexpended funds not used for grants-in-aid during the current

fiscal year shall be carried forward for the following fisca

vear to fund the grants-in-aid.

(6) USE OF FUNDS; REQUI REMENTS AND RESTRI CTI ONS. - -

(a) Funds provided under this section may be used only

for research involving:

1. Human adult stemcells, including, but not limted

to, adult stemcells derived fromumnbilical cord bl ood and

bone marrow. Funding for research nay be given for human adul t

stemcells derived frompostnortemti ssues, other than from

nedi cal |y i nduced abortions. Funds may be used for studies of

hunan adult stemcells obtained fromnornal or transforned

ti ssues.

2. Amiotic stemcells extracted from hunman amioti c

fluid or placentas which are otherw se discarded after birth.

(b) Amiotic and adult stemcell nmaterial my be

donated only for research purposes with the inforned consent

of the donor.

(c) Funds may not be used for research using hunan

enbryonic stemcells that are derived by a process entailing

t he donor enbryo's death or destruction

(7) CONTI NUI NG APPROPRI ATI ON. - -Beginning in the

2007-2008 fiscal year, the sumof $20 million is appropriated

annual ly fromrecurring funds in the General Revenue Fund to

t he Bionedi cal Research Trust Fund within the Departnent of

Health for the purpose of carrying out the provisions of this

section. The anpunt of funds appropriated may not exceed $200

mllion for the 10-year period beginning in the 2007-2008

fiscal year and ending in the 2016-2017 fiscal year

Section 2. Paragraph (h) of subsection (1) of section

20.435, Florida Statutes, is anmended to read:
8
11:13 AM 04/ 02/ 07 s$2496p- hp00-t 01




© 00 N O O A~ W N P

W W N N N D N N NN MDD DN P PP PP PP PR
R O © 0o N o o A~ W N P O ©W 0 N o 0o~ WwWN B+ o

Fl ori da Senate - 2007 PROPOSED COWM TTEE SUBSTI TUTE
Bill No. SB 2496

Bar code 631862
587-2299- 07

20.435 Departnment of Health; trust funds.--

(1) The following trust funds are hereby created, to
be adm nistered by the Departnent of Health:

(h) Bionedi cal Research Trust Fund.

1. Funds to be credited to the trust fund shal
consi st of funds deposited pursuant to ss. s— 215.5601,

288. 955, and 381.99 and any other funds appropriated by the

Legi sl ature. Funds shall be used for the purposes of the Janes
and Esther King Bionedical Research Program_ anre¢ the WIIiam
G "Bill" Bankhead, Jr., and David Col ey Cancer Research

Program_and the Florida Hope Ofered through Principled,

Ethically Sound Stem Cell Research Act as specified in ss.

215. 5602, 288.955, and 381.922, and 381.99. The trust fund is

exenpt fromthe service charges inposed by s. 215.20.

2. Notwi thstanding the provisions of s. 216.301 and
pursuant to s. 216.351, any balance in the trust fund at the
end of any fiscal year shall remain in the trust fund at the
end of the year and shall be available for carrying out the
purposes of the trust fund. The departnent may invest these
funds independently through the Chief Financial Oficer or may
negotiate a trust agreenent with the State Board of
Admi ni stration for the investnent nanagenment of any bal ance in
the trust fund.

3. Notwithstanding s. 216.301 and pursuant to s.

216. 351, any bal ance of any appropriation fromthe Bi onedi ca
Research Trust Fund which is not disbursed but which is
obligated pursuant to contract or conmitted to be expended nay
be carried forward for up to 3 years following the effective
date of the original appropriation

4. The trust fund shall, unless term nated sooner, be
termnated on July 1, 2008.
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Section 3. Subsection (1) of section 381.86, Florida
Statutes, is anended to read:

381.86 Institutional Review Board.--

(1) The Institutional Review Board is created within
the Departnent of Health in order to satisfy federa
requi renents under 45 C.F.R part 46 and 21 C F. R parts 50
and 56 that an institutional review board review al
bi omedi cal and behavi oral research on human subjects which is
funded or supported in any nmanner by the departnent, except

that a separate Stem Cell Research Advisory Council and

Bi onedi cal Ethics Advisory Council shall be appointed under_ s.

381. 99.

Section 4. (1) The Departnent of Health shall prepare

an_educational publication that includes objective informtion

regar di ng:

(a) The nedical processes involved in the collection

of unbilical cord bl ood;

(b) The nedical risks to the npother and her newborn

child of unbilical cord blood collection

(c) The options available to a nother relating to stem

cells that are contained in the unbilical cord blood after the

delivery of her newborn, including:

1. Discarding the stemcells;

2. Donating the stemcells to a public unbilical cord

bl ood bank;

3. Storing the stemcells in a famly or private

unbilical cord bl ood bank for use by fanmly nenbers; or

4. Storing the stemcells for famly use through a

fam ly or sibling donor banking programthat provides free

coll ection, processing, and storage where there is a nedica

need;
10
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(d) The current and potential future nedical uses,

ri sks, and benefits of unbilical cord blood collection to a

not her, her newborn child, and her biological fanly;

(e) The current and potential future nedical uses,

ri sks, and benefits of unbilical cord blood collection to

persons who are not biologically related to a npother or her

newborn child;

(f) Any costs that may be incurred by a pregnant wonman

who chooses to nake an unbilical cord bl ood donation

(g) Options for ownership and future use of the

donated material; and

(h) The average cost of public and private unbilica

cord bl ood banki ng.

(2) The departnment shall update the publication as

necessary.
(3) The departnment shall distribute the panphlet free

of charge to physicians and health care institutions upon

request and shall nmke the panphlet available on its website

in printable format.

(4) The departnment shall encourage health and nmaterna

care professionals providing health care services to a

pregnant wonman, when those health care services are directly

related to her pregnancy, to provide the pregnant wonman wth

the publication by the end of her second trinester.

Section 5. This act shall take effect July 1, 2007.
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